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(b) Specifications. D& C Blue No. 6
shall conform to the following speci-
fications and shall be free from impuri-
ties other than those named to the ex-
tent that such impurities may be
avoided by good manufacturing prac-
tice:

Volatile matter at 135 °C (275 °F), not more
than 3 percent.

Matter insoluble in N,N-
dimethylformamide, not more than 1 per-
cent.

Isatin, not more than 0.3 percent.

Anthranilic acid, not more than 0.3 percent.

Indirubin, not more than 1 percent.

Lead (as Pb), not more than 10 parts per mil-
lion.

Arsenic (as As), not more than 3 parts per
million.

Mercury (as Hg), not more than 1 part per
million.

Total color, not less than 95 percent.

(c) Uses and restrictions. (1) D&C Blue
No. 6 may be safely used at a level—

(i) Not to exceed 0.2 percent by
weight of the suture material for color-
ing polyethylene terephthalate sur-
gical sutures for general surgical use;

(i1) Not to exceed 0.25 percent by
weight of the suture material for color-
ing plain or chromic collagen absorb-
able sutures for general surgical use;

(iii) Not to exceed 0.5 percent by
weight of the suture material for color-
ing plain or chromic collagen absorb-
able sutures for ophthalmic surgical
use;

(iv) Not to exceed 0.5 percent by
weight of the suture material for color-
ing polypropylene surgical sutures for
general surgical use; and

(v) Not to exceed 0.5 percent by
weight of the suture material for color-
ing polydioxanone synthetic absorbable
sutures for ophthalmic and general sur-
gical use.

(2) Authorization for these uses shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
medical device in which the color addi-
tive is used.

(d) Labeling. The label of the color ad-
ditive shall conform to the require-
ments of §70.25 of this chapter.

(e) Certification. All batches of D&C
Blue No. 6 shall be certified in accord-
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ance with regulations in part 80 of this
chapter.

[49 FR 29956, July 25, 1984; 49 FR 34447, Aug.
31, 1984, as amended at 50 FR 30698, July 29,
1985]

§74.3206 D&C Green No. 6.

(a) Identity. The color additive D&C
Green No. 6 shall conform in identity
to the requirements of §74.1206(a).

(b) Specifications. The color additive
D&C Green No. 6 for use in medical de-
vices shall conform to the specifica-
tions of §74.1206(b).

(c) Uses and restrictions. (1) The color
additive D&C Green No. 6 may be safe-
1y used at a level

(i) Not to exceed 0.03 percent by
weight of the lens material for coloring
contact lenses;

(ii) Not to exceed 0.75 percent by
weight of the suture material for color-
ing polyethylene terephthalate sur-
gical sutures, including sutures for
ophthalmic use;

(iii) Not to exceed 0.1 percent by
weight of the suture material for color-
ing polyglycolic acid surgical sutures
with diameter greater than U.S.P. size
8-0, including sutures for ophthalmic
use;

(iv) Not to exceed 0.5 percent by
weight of the suture material for color-
ing polyglycolic acid surgical sutures
with diameter not greater than U.S.P.
size 8-0, including sutures for oph-
thalmic use;

(v) Not to exceed 0.21 percent by
weight of the suture material for color-
ing poly(glycolic acid-co-trimethylene
carbonate) sutures (also referred to as
1,4-dioxan-2,5-dione polymer with 1,3-
dioxan-2-one) for general surgical use;
and

(vi) Not to exceed 0.10 percent by
weight of the haptic material for color-
ing polymethylmethacrylate support
haptics of intraocular lenses.

(2) Authorization for these uses shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
medical device in which D&C Green No.
6 is used.

(d) Labeling. The label of the color ad-
ditive shall conform to the require-
ments of §70.25 of this chapter.
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(e) Certification. All batches of D&C
Green No. 6 shall be certified in accord-
ance with regulations in part 80 of this
chapter.

[48 FR 13022, Mar. 29, 1983, as amended at 51
FR 9784, Mar. 21, 1986; 51 FR 37909, Oct. 27,
1986; 58 FR 21542, Apr. 22, 1993]

§74.3230 D&C Red No. 17.

(a) Identity and specifications. The
color additive D&C Red No. 17 shall
conform in identity and specifications
to the requirements of §74.1317(a)(1)
and (b).

(b) Uses and restrictions. (1) The sub-
stance listed in paragraph (a) of this
section may be used as a color additive
in contact lens in amounts not to ex-
ceed the minimum reasonably required
to accomplish the intended coloring ef-
fect.

(2) Authorization for this use shall
not be construed as waiving any of the
requirements of section 510(k), 515, and
520(g) of the Federal Food, Drug, and
Cosmetic Act with respect to the con-
tact lens in which the color additive is
used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments of §70.25 of this chapter.

(d) Certification. All batches of D&C
Red No. 17 shall be certified in accord-
ance with regulations in part 80 of this
chapter.

[55 FR 22898, June 5, 1990]

§74.3602 D&C Violet No. 2.

(a) Identity and specifications. The
color additive D&C Violet No. 2 shall
conform in identity and specifications
to the requirements of §74.1602(a)(1)
and (b).

(b) Uses and restrictions. (1) The color
additive, D&C Violet No. 2, may be
safely used for coloring contact lenses
in amounts not to exceed the minimum
reasonably required to accomplish the
intended coloring effect.

(2) D&C Violet No. 2 may be safely
used for coloring sutures for use in sur-
gery subject to the following condi-
tions:

(1) At a level not to exceed 0.2 percent
by weight of the suture material for
coloring copolymers of 90 percent
glycolide and 10 percent L-lactide syn-

§74.3602

thetic absorbable sutures for use in
general and ophthalmic surgery; and

(ii) At a level not to exceed 0.3 per-
cent by weight of the suture material
for coloring polydioxanone synthetic
absorbable sutures for use in general
and ophthalmic surgery.

(iii) At a level not to exceed 0.25 per-
cent by weight of the suture material
for coloring poliglecaprone 25 (e-
caprolactone/glycolide copolymer) syn-
thetic absorbable sutures for use in
general surgery.

(iv) At a level not to exceed 0.1 per-
cent by weight of the suture material
for coloring poly(e-caprolactone) ab-
sorbable sutures for use in general sur-
gery.

(v) At a level not to exceed 0.2 per-
cent by weight of the suture material
for coloring glycolide/dioxanone/
trimethylene carbonate tripolymer ab-
sorbable sutures for use in general sur-
gery.

(vi) At a level not to exceed 0.2 per-
cent by weight of the suture material
for coloring absorbable sutures pre-
pared from homopolymers of glycolide
for use in general surgery.

(3) The color additive, D&C Violet
No. 2, may be safely used for coloring
polymethylmethacrylate intraocular
lens haptics at a level not to exceed 0.2
percent by weight of the haptic mate-
rial.

(4) The color additive, D&C Violet
No. 2, may be safely used for coloring
absorbable meniscal tacks made from
poly (L-lactic acid) at a level not to ex-
ceed 0.15 percent by weight of the tack
material.

(5) Authorization for these uses shall
not be construed as waiving any of the
requirements of sections 510(k), 515,
and 520(g) of the Federal Food, Drug,
and Cosmetic Act with respect to the
medical devices in which the color ad-
ditive is used.

(c) Labeling. The label of the color ad-
ditive shall conform to the require-
ments of §70.25 of this chapter.
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